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DETAILED ACTION 

Claim Objections 

Claims 10 and 1 1 are dependent upon a cancelled claim(s) and thus are 
considered incomplete. As such, these claims have not been further treated on the 
merits thereof. See MPEP 608.01 (n). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2-6, 12-16, and 19-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Smith et al. (U.S. Patent No. 5,797,961) in view of Smith (U.S. Patent 
No. 4,513,747). Smith et al. ('961) disclose the invention substantially as claimed 
including a surgical needle with an elongated needle body (ref. 5, Fig. 1), the body 
having a main shaft (ref. 20, Fig. 1), a needle end (ref. 40, Fig. 1), a needle tip (ref. 50, 
Fig. 1) with an extreme needle point (ref. 30, Fig. 1), the needle end having a plurality of 
concave surfaces in the needle end (see ref. 40, Fig. 4) and in the needle tip (see Fig. 
5D), the concave surfaces being obliquely arranged, cutting edges being disposed on 
lines of intersection of the concave surfaces (ref. 440, Fig. 5D), the main shaft being 
curved (see ref. 5, Fig. 1), the main shaft having mean for attaching a suture (ref. 25, 
Fig. 4), the needle end having at least three concave surfaces (col. 3, lines 5-8, disclose 
that the needle end can have any shape of which could be chosen one that renders the 
needle end having three surfaces), the needle tip having at least three concave 
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surfaces (see Fig. 5D), and the needle tip concave surfaces being at a greater angle 
from the longitudinal axis of the main body than the needle end concave surfaces (see 
Fig. 4). Although it is not clearly shown in the figures of Smith et al. ('961) that there are 
four surfaces on the mid-portion of the body, Smith et al. ('961) do disclose that the 
shape of the mid-portion can be of any desired shape, for example, a diamond shape. 
Smith et al. ('961) do not disclose there being two sets of concave surfaces where an 
edge is formed at the intersection of the two surfaces. Smith ('747) discloses a needle 
end having a first set of surfaces (ref. 31-33), each provided with a cutting edge (ref. 21- 
23) at the intersection of the surfaces, and a second set of surfaces (ref. 34-35 with the 
extension of ref. 33 being the third surface), each provided with a cutting edge (ref. 24- 
26) at the intersection of the surfaces for the purpose of creating multiple cutting edges. 
Smith (747) also has cutting edges at the intersections of the two sets (ref. 51 and 52). 
Therefore, it would have been obvious to one having ordinary skill in the art at the time 
of the invention to have modified Smith ('961) with having two sets of surfaces having 
multiple cutting edges and being symmetrically aligned around the longitudinal axis of 
the needle body, as taught by Smith ('747) in order to allow the needle to cut at a 
smaller, first diameter, to a larger, second diameter. Although Smith (747) does not 
show four concave surfaces, it would have been obvious to have provided more 
surfaces in order to create a more symmetrical hole in tissue. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Smith et 
al. ('961) and Smith (747) as applied to claim 6 above, and further in view of Allen (U.S. 
Patent No. 5,403,344). Smith et al. and Smith (747) disclose the invention substantially 
as claimed except for the needle end defining a maximum cross-sectional dimension 
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being greater than a maximum cross-sectional dimension of the main shaft. Allen 
teaches a needle end defining a maximum cross-sectional dimension being greater than 
a maximum cross-sectional dimension of the main shaft (see Fig. 2 and Fig. 3) for the 
purpose of widening tissue. Therefore, it would have been obvious to one having 
ordinary skill in the art at the time of the invention to have modified Smith et al. ('961) 
and Smith (747) with a needle end defining a maximum cross-sectional dimension 
being greater than a maximum cross-sectional dimension of the main shaft, as taught 
by Allen, in order to easily insert the main body of the suturing needle into a target site 
to suture the target site. 

Claims 8-9 and 17-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Smith et al. ('961) and Smith (747) as applied to claim 4 and 16 above, and further 
in view of McGregor (U.S. Patent No. 5,002,565). Smith et al. ('961) and Smith (747) 
disclose the invention substantially as claimed except for the needle tip having four 
concave surfaces forming a diamond-shaped cross-section. McGregor teaches a 
needle tip having four concave surfaces forming a diamond-shaped cross-section (see 
Fig. 8 and Fig. 9) for the purpose of ease of insertion of the needle and manufacturing 
costs. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to have modified Smith et al. ('961) and Smith (747) with a 
needle tip having four concave surfaces forming a diamond-shaped cross-section, as 
taught by McGregor, in order to prevent tearing of tissue when the needle comes in 
contact with the tissue (there is less needle surface that contacts the tissue) and in 
order to lower manufacturing costs by using less material. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. McGregor et al. (U.S. Patent No. 5,683,416) disclose a needle 
that has a main body portion, a needle end, needle tip with a point, and two sets of 
surfaces that define cutting edges at the intersections of the surfaces. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTINA D. GETTMAN whose telephone number is 
(571)272-3128. The examiner can normally be reached on Monday-Thursday 6:45 am 
to 4:30 pm (off every other Friday). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on 571-272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Christina D Gettman/ 
Examiner, Art Unit 3734 
571-272-3128 

/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3731 



